###### Strengths and limitations of this study

-   A conceptual evaluation framework will be developed that covers all three domains of patient and family caregiver engagement in decision-making within healthcare systems.

-   A comprehensive search strategy of electronic bibliographic sources published, and grey literature is being used to capture available evidence.

-   This study employs an integrated knowledge translation approach involving a multi-stakeholder research team.

-   The consultation of stakeholders from British Columbia will refine, contextualise and validate the content of the emergent conceptual evaluation framework, but may limit its direct applicability to international settings.

Introduction {#s1}
============

Healthcare systems are starting to embrace a person- and family-centred healthcare approach to better meet the priorities of patients and the public.[@R1] This approach positions patients, families and unpaid caregivers as partners engaged in healthcare decision-making and care processes.[@R4]

In British Columbia, the Patients as Partners Initiative was created in 2008 by the Ministry of Health to build capacity for, and strengthen the engagement of, patients, families, unpaid caregivers and the public in decision-making in the healthcare system. With the goal as an enabler for advancing person- and family-centred healthcare in the province,[@R6] this initiative supports activities to include a patient and family caregiver voice, choice and representation in decision-making. The Ministry of Health's 2018 Patient, Family, Caregiver and Public Engagement Framework[@R8] depicts decision-making as occurring in three domains of engagement in the healthcare system: (1) the individual domain which comprises a person's and/or their family caregiver's direct involvement in a person's own care; (2) the community domain which denotes a person and their family caregiver taking part in activities related to healthcare programme and services and (3) the system domain which covers taking part in policy and strategic planning targeted at the healthcare system.[@R8] The ultimate goal of the Patients as Partners Initiative is to support achieving the quadruple aims of optimal patient and provider experience, better health outcomes and better cost-effectiveness.[@R9] For simplicity, patient and family caregiver will be used to cover the many categories of individuals and groups served by the healthcare system, and who would be engaged as healthcare partners. We broadly define 'patients' as individuals served within a given context by a healthcare system from public health services of preventative care through to palliative care. Family is a biological or legal relative or an individual otherwise considered by a person to be family. A family caregiver refers to a 'family' member who provides unpaid care and support to a patient.

Tasked with evaluating the Patients as Partners Initiative, our research team has recognised the lack of a comprehensive framework for evaluating this type of policy-driven initiative. A good foundation for an evaluation framework is the Donabedian conceptual framework---a foundational tool that is widely accepted as a standard for guiding systematic evaluation of the quality of healthcare.[@R11] Its three-dimensional approach of structure--process--outcome could be adopted and applied to conceptualise the quality of patient and family caregiver engagement in decision-making in healthcare systems. For the current study, structure comprises the settings in which engagement activities occurs, such as organisational structure, materials and human resources; process denotes the methods by which engagement occurs, such as the activities of patient and other stakeholders; and outcome is the effect of engagement activities, for example, improvements in patients' and family caregivers' knowledge, skills, behaviours and health status.[@R11] The Donabedian framework thus provides overarching dimensions of a healthcare system within which to map the key elements on this topic of patient and family caregiver engagement in decision-making.

A recent systematic review by Dukhanin *et al* (2018) proposed a taxonomy of metrics for the evaluation of 'patient, public, consumer and community' engagement in decision-making at the organisation (ie, community) and system domains of engagement in healthcare systems.[@R13] Their inductive qualitative analysis of 199 sources produced a taxonomy covering process and outcome metrics.[@R13] A few commentaries on this taxonomy viewed it as useful for evaluation, and highlighted issues for improving its applicability.[@R14] Notably, the taxonomy does not address engagement of individuals in their own care, although it is crucial for shared decision-making.[@R15] Second, it did not explicitly address structure metrics, such as institution and organisation characteristics, thus missing an important dimension of the Donabedian framework.[@R11] One commentary explicitly noted that distinguishing structure metrics could have strengthened the taxonomy.[@R14] Third, Dukhanin and colleagues reviewed only continuous systematic processes of engagement, to the exclusion of episodic and one-time engagement activities.[@R13]

The quality of patient and family caregiver engagement is a value-laden concept that challenges finding consensus on elements of importance, reliable measures and methods for evaluation.[@R17] Only limited evaluation tools within the community/organisation and system domains, such as the Public and Patient Engagement Evaluation Tool,[@R18] are available with sparse evidence on their validity. Available frameworks define the levels and spectrum of patient and family caregiver engagement in healthcare decision-making.[@R4] Other progress made in shaping the understanding of the quality of patient and family caregiver engagement in decision-making in healthcare systems include the Patient Health Engagement model[@R5] and the Patient Health Engagement Scale[@R5] which are both directed at the individual domain of engagement, and a systematic review of 11 evaluation tools focused on health system decision-making.[@R19] The tools reported in that review seem to lack comprehensiveness and adequate validation.[@R14] Furthermore, we do not know the extent to which those tools cover the important elements of patient and family caregiver engagement since those elements have not been fully mapped out. Recently, Abelson and colleagues (2018) have reiterated the need for an evaluation framework for engagement at the organisation and system domains.[@R20] Given the existing gap, there is a need for a conceptual evaluation framework for patient and family caregiver engagement in decision-making across all domains of engagement (individual, community/organisation, system) in healthcare systems.

Study rationale {#s1-1}
---------------

While patient and family caregiver engagement is touted as key for optimal and sustainable healthcare,[@R21] there is little evidence on whether patient and family caregiver engagement initiatives improve healthcare systems. A major barrier to developing this evidence base is a lack of consensus on how success in patient and family caregiver engagement should be defined (eg, what are the key elements and ideal outcomes of such engagement?). Therefore, a comprehensive framework, informed by the literature and perspectives of key stakeholders, is needed to provide a way for thinking about how patient and family caregiver engagement initiatives can be, and should be, evaluated. This framework would also be important for determining indicators to monitor and evaluate such initiatives. Furthermore, an evaluation framework would be helpful for establishing an agenda for research and policy on the quality of patient and family caregiver engagement in decision-making in healthcare systems.

Study objective {#s1-2}
---------------

We aim to identify the key elements for defining the quality of patient and family caregiver engagement in decision-making across the three domains of engagement (individual, community/organisation and system) within the province of British Columbia healthcare system and use those elements to develop a conceptual evaluation framework.

Methods and analysis {#s2}
====================

Protocol design {#s2-1}
---------------

This study will be guided by Arksey and O'Malley's (2005) scoping review methodology enhanced by Levac *et al* (2010), and follow the standards of Preferred Reporting Items for Systematic Reviews and Meta-Analyse Extension for Scoping Reviews checklist.[@R23] The methodology consists of six stages. They include (1) identifying the research question, (2) identifying relevant studies, (3) selecting studies, (4) charting the data, (5) collating, summarising and reporting results, and (6) consulting with stakeholders.[@R23] The final protocol will be prospectively registered with the Open Science Framework.[@R25]

Stage 1: identify the research question {#s2-2}
---------------------------------------

The research question, proposed by the lead author CBH, was refined through discussions within the research team, and fits the types of questions answered through scoping reviews.[@R26] The primary question is 'What key elements define the quality of patient, family, caregiver, and public engagement in decision-making in healthcare systems for use in the evaluation of a provincial engagement initiative?'

Stage 2: identify relevant studies {#s2-3}
----------------------------------

Search terms were collaboratively determined by our research team. Our search strategy was informed by a university-based health science librarian with expertise in systematic literature reviews, a MEDLINE search filter for identifying patient and public engagement in health research, and the search strategy by Duhkanin *et al* (2018).[@R13] We will search seven electronic bibliographic databases: CINAHL (EBSCO), Cochrane Library (Ovid), EMBASE (Ovid), MEDLINE (Ovid), PsycINFO (EBSCO), Social Work Abstracts (EBSCO) and Web of Science from their inception to the search date of 23 April 2019 and update it on 14 June 2019. The proposed electronic search strategy for electronic databases is provided as [online supplementary appendix A](#SP1){ref-type="supplementary-material"}. The search strategy for MEDLINE was peer reviewed by the librarian using the Peer Review of Electronic Search Strategies) checklist.[@R28]
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Our search will be broad because of the variety of terms used in this area, and the semi-organised and evolving nature of this body of literature. Search of the bibliographic databases will use a combination of four blocks of terms: (1) patient and family caregiver engagement, (2) decision-making, (3) evaluation and (4) healthcare system. For example, the first block pairs the terms for healthcare partners (eg, caregiver, community, consumer, family, patient, public, senior, stakeholder, user) and engagement (eg, advocate, activation, collaboration, consult, involve, participate, represent) and use indexing terms. Search terms will typically be used as both keywords in the title and/or abstract and subject headings as appropriate. No language or date limits will be set during the searches to capture articles translated to English from other languages and any foundational articles.

To capture all relevant articles, we will search reference lists of key articles and used Google Scholar to locate articles citing them. A targeted search of the grey literature will be conducted of relevant local, provincial, national and international organisations' websites and related health or scientific organisations for studies, reports and conference abstracts. Some grey literature sources will be selected from the list by Dukhanin *et al*,[@R13] the Canadian Agency for Drugs and Technologies in Health Grey Matters (a checklist of health-related grey literature sources from across the world),[@R29] and the Canadian Evaluation Society's grey literature database. Finally, other literature will be identified by searching Google.ca, with a focus on the first 100 search hits for each set of search terms.

Stage 3: select studies {#s2-4}
-----------------------

Retrieved articles will be transferred directly from a bibliographic database or Endnote (V.x7.8) reference management software to the Covidence software for screening,[@R30] and duplicates of articles removed. The screening process will consist of two steps: (1) a title and abstract/summary and (2) full-text screening. For the first step, two researchers will independently screen the titles and abstracts of each retrieved article for inclusion against a set of minimum eligibility criteria using three rating options: no, yes and maybe. The selection process will be refined through periodic discussing between the researchers doing the screening. This is to ensure the eligibility criteria are robust enough to capture the articles that may relate to the evaluation of patient and family caregiver engagement in decision-making in healthcare systems. Articles deemed relevant by either or both reviewers (ie, combined yes or maybe ratings) will be included in the full-text review. In the second step, the full text of each article will be independently reviewed by two researchers to determine whether it meets the eligibility criteria using two rating options: exclude and include. Inter-rater agreement will be determined with the first 100 articles using simple agreement (the number of agreements divided by the number of comparisons) for step two screening, and then Cohen's κ statistic calculated.[@R31] Disagreement about including any full-text article will be settled by reviewing the article again and reconciling its eligibility through further discussions between the two researchers. When an agreement is not reached, a third researcher will be involved to obtained consensus.

Eligibility criteria {#s2-5}
--------------------

An article will be included when it (1) is available in the English Language, (2) describes patient and family caregiver engagement within healthcare systems and (3) provides useful information on aspects of patient and family caregiver engagement in decision-making to evaluate. 'Useful information' includes descriptions or definitions, information on relevance and information on relationships among aspects of patient and family caregiver engagement in decision-making. There will be no restrictions on the type of study design for research articles. An article will be excluded if the setting is (1) outside of the healthcare sector (eg, urban planning, forestry, transport), (2) specific to the research sector not directly related to healthcare, (3) specific to the education sector not directly related to healthcare and if (4) descriptions of engagement fall below the level of consult on the International Association for Public Participation (IAP2) spectrum of public participation.[@R33] Engagement must be, therefore, at the level of consult, involve, collaborate or empower to be considered authentic engagement with patients and family caregivers.[@R33] The IAP2 spectrum is consistent with the 'ladder of citizen participation' in the seminal work by Sherry Arnstein.[@R33] Arnstein's ladder considers consultation and involvement to be tokenism because the citizen does not have power in decision-making, while the IAP2 considers them active levels of engagement because the public has influence but not power over decision-making.[@R33] The eligibility criteria will undergo iterative refinement throughout the study as is common for scoping review.[@R24]

Stage 4: data collection {#s2-6}
------------------------

Full text of each selected article will be uploaded into NVivo qualitative data management and analysis software (QSR International Pty Ltd, Burlington, MA, USA). Two researchers will independently collect and tabulate the characteristics of each article, including its publication year, authors, article type (eg, original research, policy and guidelines), country of origin, healthcare setting and any other characteristics agreed on by the research team. Two researchers will use directed content analysis,[@R35] a qualitative data analysis technique, to independently extract relevant information from the articles by coding them within six major categories: 'structure', 'process' and 'outcome' from the Donabedian framework,[@R11] and 'individual (direct care)', 'community/organisation' and 'system' domains from the British Columbia Ministry of Health's engagement framework.[@R8] Intercoder reliability between the two researchers for each of these six codes will be calculated as simple agreement using a subset of the articles at the start of the coding process.[@R31] The minimum threshold for reliability will be 80%. When this threshold is not reached for a code, the researchers will discuss the discrepancies, make any necessary refinements and independently apply the code to a new subset of articles. Even when the 80% agreement threshold is reached, negotiated agreement will be calculated where there are inconsistencies of coding between researchers.[@R36] During negotiated agreement, the researchers will discuss the discrepancies to achieve a common understanding of the definition and use of each code.[@R36] Once all of the articles are coded and any differences between researchers reconciled, these coded segments of each article will be open coded independently by the researchers to identify relevant elements for defining the quality of patient and family engagement in healthcare systems. A critical appraisal of the articles is not applicable given the nature of the data and aim of this study.

Stage 5: data summary and synthesis of results {#s2-7}
----------------------------------------------

Using a single file with all the data, the researchers who coded the articles will discuss the codes by comparing them towards combining comparable themes/concepts and naming and defining them as unique elements. These elements will be presented to, and discussed by, the research team to get a collective perspective on their names, definitions, appropriateness and acceptability. The elements will be suitably arranged to create an emergent conceptual evaluation framework. The research team will review and refine the emergent conceptual evaluation framework, noting any gaps.

Stage 6: stakeholder consultation {#s2-8}
---------------------------------

While stakeholder consultation is not mandatory in the Arksey and O'Malley's methodology, it will be conducted as recommended by Levac *et al* to increase the robustness, applicability, feasibility and acceptability of the conceptual framework.[@R23] Adding credibility to the study, our team consists of the Patients as Partners Initiative lead, a programme evaluation specialist, a patient partner, a family caregiver partner and health services researchers. However, because this is an emerging and evolving area of practice and research, we will consult other persons from the key stakeholder groups (health system leaders and decisions-makers, managers and staff, healthcare providers and healthcare users) in British Columbia for their insights to supplement, confirm or refute and extend the emergent conceptual evaluation framework. The stakeholder consultation will be valuable to refine, contextualise and validate the framework for implementation in British Columbia. This study is embedded within the British Columbia Ministry of Health, and given its scope, time and fiscal constraints, we will not consult international stakeholders.

Patient and public involvement {#s2-9}
------------------------------

A patient and a family caregiver have been members of our research team throughout the development of this scoping review protocol and will be actively involved in each stage of this study. The research team's process of working together is guided by the Patient Engagement in Research Framework, which outlines eight themes for ensuring meaningful patient engaged research.[@R37] Starting at the initial conversation with the patient/family caregiver partners, the study lead (CBH) sought to gather information that addressed each of the eight themes. He also worked with the patient/family caregiver partners to co-develop an understanding of the proposed project, the expected roles and time commitment. For example, discussions on the theme of 'convenience' helped the research team to decide on the best team meeting times, given each member's other activities and personal situations.[@R37] The patient and family caregiver have contributed to shaping this protocol through team discussions. For example, they emphasised the unique role of family caregivers and that 'consult' can be authentic engagement for healthcare system decision-making. The specific contributions of the patient and family caregiver will be decided through team discussions as the study progresses through its stages.

Ethics and dissemination {#s2-10}
------------------------

A literature synthesis does not require research ethics board approval. Ethics approval will be sought, however, for the stakeholder consultation stage of this study. We will wait for the preliminary results from the literature synthesis before applying for research ethics board approval. This study follows an integrated knowledge translation approach,[@R38] given the research team is a partnership between leadership of the Patients as Partners Initiative and other stakeholders. In addition to the patient perspectives to be captured from the literature and through stakeholder consultation, our patient/family caregiver partners will contribute their perspectives throughout the entire research process and help to share findings with appropriate knowledge users. Furthermore, the family caregiver on our team represents a non-profit organisation dedicated to advancing the priorities of family caregivers within the healthcare system. Each research team member will contribute to disseminating the results through conference presentations, a scientific article, a research brief and presentations at stakeholder meetings.

The conceptual evaluation framework on the quality of patient and family caregiver engagement in decision-making in healthcare systems will be a key step in the evaluation of the Patients as Partners Initiative. The results will inform evaluation of the Patients as Partners Initiative of the British Columbia Ministry of Health for quality improvement. We hope the framework will be applicable to other jurisdictions and provide guidance to determine the important domains and indicators for patient and family caregiver engagement initiatives in healthcare systems to advance person- and family-centred healthcare. A key reason the resulting framework could be applicable to other jurisdictions is the systematic approach being taken to gather evidence from the literature irrespective of jurisdictions. We plan to submit our findings for publication by April 2020.
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======================

###### Reviewer comments

###### Author\'s manuscript

The authors thank Ursula Ellis, health sciences reference librarian at the University of British Columbia for help with developing the search strategy and for peer reviewing the search strategy using the PRESS checklist. Thanks to Shannon Holms, the former director of the Patients as Partners Initiation, for contributions to the initial conceptualisation of this study.

**Twitter:** @\@Dr_Clayon, \@LLi_1

**Contributors:** CH obtained funding, conceptualised the research and drafted this protocol. Each author (CH, MES, NC, SG, MD, ML, AK, JM and LCL) has made intellectual contribution to the development of this protocol and the acquisition of project funding. All authors (CH, MES, NC, SG, MD, ML, AK, JM and LCL) review and edited the protocol and provided input through team discussions and by email.

**Funding:** This work is supported by SPOR Evidence Alliance through funding from the Canadian Institutes of Health Research (CIHR) under the Strategy for Patient Oriented-Research (SPOR) initiative grant number GSR-154442. CH is supported by a CIHR-MSFHR Health System Impact Fellowship from the BC Ministry of Health, Canadian Institute of Health Research, and Michael Smith Foundation of Health Research. CBH is also supported by a MSFHR Research Trainee award.

**Competing interests:** SG is the manager of the Patients as Partners Initiative within the British Columbia Ministry of Health. JM is employed by Family Caregivers of British Columbia, a paid partner of the Patients as Partners Initiative, which is a non-profit organisation that provides support and advocates for family caregivers within British Columbia, Canada.

**Patient consent for publication:** Not required.

**Provenance and peer review:** Not commissioned; externally peer reviewed.
